What is bioavailability? Philosophy of bioavailability testing.
Bioavailability is viewed by many as a criterion of clinical effectiveness. FDA regulations recognize measurements of pharmacologic responses and clinical effectiveness as sufficing bioavailability. However, most or practically all bioavailability studies are based on blood level or urinary excretion data. Unless explicitly correlated, blood level and urinary excretion data do not per se reflect clinical effectiveness. Clinical effectiveness is so complex (disease states, nutritional status) and the factors influencing absorption so numerous (food intake, circadian rhythm, age, etc.) that a test in a small sample size can only be regarded as a biologic quality control test under specified conditions. The problem of evaluation of raw data by various pharmacokinetic methods is also addressed in this paper.